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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, howrever, may a reply be timety filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timety filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 24 October 2003 . 
2a)K This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 1j7 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1-4. 6 and 7 is/are rejected. 

7) ^ Claim(s) 5 is/are objected to, 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 24 October 2003 is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 The oath or declaration is objected to by the Examiner. Note the attached Office Action orfomri PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 3) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ the translation of the foreign language provisional applicafion has been received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attachment(s) 

1) 13 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) C] Notice of Informal Patent Application (PTO-152) 

3) S Information Disclosure Statement(s) (PTO-1449) Paper No(s) 5 , 6) □ Other: 
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The PTO-1449 filed May 20, 2003 has had all its references initialed. A copy of 
the initialed PTO-1449 has been attached to this Office action. Applicant is directed to 
note that Crystal Gilpin is no longer the Examiner of record. 

The disclosure is objected to because of the following informalities: 

The specification on page 3, line 5 and page 10, line 2 needs to be corrected to 
correspond to the drawing that that the drawing is no longer labeled as "Figure 1 
Therefore, the Examiner suggests merely referring the drawing a "the figure." 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claim 6 is rejected under 35 U.S.C. 102(b) as being anticipated by Doillon et al 
(US 5,863,984). Doillon anticipates the claim language where the preamble before 
comprising is considered to be a statement of intended use, the biopolymer matrix is 
made of collagen sponge, and the sponge is impregnated with fibroblasts; see the 
abstract, column 15, lines 41-51 and column 16, lines 8-19. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4 and 6-7 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stoval (WO/04720) in view of Doillon et a! (US 5,863,984). Stoval discloses a 
method of forming an opening in an annulus fibrosis (see page 10, line 1 to page 11, 
Iine12 and Figure 2), removing at least a portion of the nucleus pulposus (see supra), 
and grafting a cultured connective tissue construct to close the opening (see supra as 
well as page 2, lines 10-18, page 3, lines 7-14, and page 4, lines 10-15). However, 
Stoval fails to clearly disclose a bioremoldable construct as claimed. However, Doillon 
teaches that it was known to make cultured connective tissue contructs with fibroblasts 
in the repair of connective tissue; see the abstract, Figures 4A-4E, column 15, lines 41- 
51, column 16, lines 8-62, and column 19, lines 35-44. Therefore, it is the Examiner's 
position that it would have been prima fascia obvious to use the cultured connective 
tissue construct of Doillon as the opening cover for the same reasons that Doillon uses 
the same; see column 3, lines 21-24. 

Allowable Subject Matter 

Claim 5 is objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Response to Arguments 

Applicant's arguments filed October 24, 2003 have been fully considered but they 
are not persuasive. 
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In response to the argument that claim 6, as amended, avoids the prior art, the 
Examiner asserts that the body of the claim does not require the preamble in order to be 
complete and that the preamble is merely a statement of intended use; see MPEP 
21 1 1 .02 which is incorporated herein by reference. 

Next, Applicants argue that Doillon does not teach connective tissue cells in 
implanted sponges (page 14 of the response filed October 24, 2003). However, the 
rejection is not stated as such and only uses Doillon to show that connective tissue cells 
within collagen matrices were known. In response to applicant's arguments against the 
Doillon individually, one cannot show nonobviousness by attacking references 
individually where the rejections are based on combinations of references. See In re 
Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re Merck & Co,, 800 F.2d 1091, 
231 USPQ 375 (Fed. Cir. 1986). 

Finally, the Applicants argue that Doillon does not disclose implantation into a 
subject and in the repair of an intervertebral disc. However, Doillon was not relied upon 
to teach these elements of the claimed invention. Furthermore, Doillon provides a 
nexus to the Stoval invention because it is also for the repair of connective tissue; see 
the abstract. For this reason, Doillon is considered to be an adequate and analogous 
teaching reference for Stoval invention. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 

MONTHS from the mailing date of this action. In the event a first reply is filed within 

TWO MONTHS of the mailing date of this final action and the advisory action is not 

mailed until after the end of the THREE-MONTH shortened statutory period, then the 

shortened statutory period will expire on the date the advisory action is mailed, and any 

extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 

the advisory action. In no event, however, will the statutory period for reply expire later 

than SIX MONTHS from the date of this final action. 

Applicant should specifically point out the support for any amendments made to 
the disclosure, including the claims (MPEP 714.02 and 2163.06). Due to the procedure 
outlined in MPEP 2163.06 for interpreting claims, it is noted that other art may be 
applicable under 35 USC 102 of 35 USC 103(a) once the aforementioned issue(s) is/are 
addressed. 

Applicant is respectfully requested to provide a list of all copending applications that 
set forth similar subject matter to the present claims. A copy of such copending 
claims is respectfully requested in response to this Office action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul Prebilic whose telephone number is (703) 308- 
2905. The examiner can normally be reached on Monday-Thursday from 6:30 AM to 
5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott, can be reached on (703) 308-21 1 1 . The fax phone 
number for this Technology Center is (703) 872-9306. 
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Any inquiry of a general nature or relating to the status of this application should 
be directed to the Technology Center 3700 receptionist whose telephone number is 
(703) 308-0858. 




Paul Prebilic 
Primary Examiner 
Art Unit 3738 



